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DETAILED ACTION 

This is a non-final Office action. New grounds of rejection have been introduced based 
on US Patent Application Publication 2005/0059872 A1 to Shartle et al. 

Claim Objections 

Claim 59 is objected to because of the following informalities: on line 1 of claim 
59, "claim 39 should be replaced with "claim 58". Appropriate correction is required. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 33, 35, 36 and 60-62 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US Patent No. 5,728,074 to Castellano in view of US Patent No. 
5,837,546 to Allen et al., US Patent No. 6,591,125 to Buse et al., and US Patent 
Application Publication No. 2005/0059872 A1 to Shartle et al. 

Castellano teaches a method of using a test strip to test a blood sample 
comprising, wherein the user inserts the test strip 204 into a meter 202, the meter 202 
being in sleep mode (col. 14, lines 37-40; col. 20, line 65-col. 21, line 5) and 
responsively entering an active mode. The test strip includes a sample chamber, and a 
blood sample is applied the sample chamber of the test strip 204 (col. 14, lines 52-56). 
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The meter 202 detects the blood sample in the chamber (col. 14, lines 56-57; col. 15, 
lines 9-12) and makes a measurement determining a test result (blood glucose) based 
on a current measurement (col. 14, lines 47-49). Castellano is silent as to the details of 
the meter entering the active mode from the sleep mode and detecting the blood 
sample in the chamber and the current measurement. 

Buse teaches a test strip having a working electrode 502, 522 and counter 
electrodes 510,512 or 530, 532, 534 (figs. 18A-C, 19A-C; col. 31, lines 44-57; col. 34, 
lines 1-9). The test strip includes working electrode 502, counter electrode 510, and fill- 
detect electrodes 502, 512. During operation, the meter applies a voltage between fill 
electrodes 502, 512 and measures a fill-detect current flowing between the fill-detect 
electrodes 502,512 (col. 51 , lines 38-50). Once the meter has determined that the 
sample chamber has been filled, the meter begins reading the analyte concentration in 
the sample by applying an assay voltage between the working electrode 502 and a 
counter electrode 510 (col. 52, lines 53-63) and measures a resulting current to derive 
an analyte concentration (col. 38, lines 29-35; col. 38, line 54-col. 39, line 33; col. 39, 
lines 59-67 of Buse). Therefore, it would have been obvious to one of ordinary skill in 
the art at the time of invention to use the means and method described by Buse for 
detecting the blood sample in the chamber and for detecting a current measurement as 
that of Castellano, since Castellano teaches a meter capable of detecting the presence 
of a sample in a sample chamber of a test strip and capable of determining an glucose 
concentration based on a current measurement, and Buse describes a means for doing 
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so. Castellano, in view of Buse is silent as to the details of the meter entering the active 
mode from the sleep mode. 

Davies teaches a test strip including an auto-on conductor 10 (fig. 2 of Davies). 
The test strip is inserted into a meter, the meter being in a sleep mode. The auto-on 
conductor 10 completes a circuit, causing the meter to detect an auto-on current 
through the auto-on conductor 10 and responsively enters an active mode. Therefore, it 
would have been obvious to one of ordinary skill in the art to use the means and method 
of Davies as that of Castellano, as modified by Buse, since Castellano, as modified, 
discloses the meter entering an active mode in response to the insertion of the test strip, 
and Davies teaches an appropriate means and method of doing so. 

Castellano, as modified by Buse and Davies, teaches a test strip having a 
working electrode and two counter electrodes, wherein a working electrode and one of 
the counter electrodes are used as the pair of fill-detect electrode, rather than providing 
a separate pair of fill-detect electrodes. However, Shartle teaches a test strip 
comprising a fill-detection device wherein at least a pair of fill-detect electrodes 14A 14C 
is provided separate from the working electrode 20. The meter detects the blood 
sample in the sample chamber by applying a fill-detect voltage between the fill-detect 
electrodes 14A, 14C and measure a fill-detect current flowing between the fill-detect 
electrodes 14A, 14C to determine if sufficient sample is present (figs. 4 & 5; paragraphs 
43-46 of Shartle). Therefore, it would have been obvious to one of ordinary skill in the 
art at the time of invention to use pair of fill-detect electrodes separate from the working 
electrode to determine whether sufficient sample has been provided as shown by 
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Shartle, in the method of Castellan, as modified by Buse and Davies, since it would 
merely be the substitution of one known means of determining the presence of sufficient 
sample for another. 

Regarding claim 35, if the fill-detect current reaches a fill-detect threshold value 
within a predetermined time period, the meter provides a user-discernibly indication (col. 
1 5, lines 9-12 of Castellano; col. 51 , lines 38-50, col. 52, lines 53-56 of Buse et al.) 

Regarding claim 36, the meter may further detect the blood sample in the sample 
chamber by applying a drop-detect voltage between the working and counter electrodes 
and measuring a drop-detect current between the electrodes (figs. 19A-C, 20A-C; col. 
52, lines 9-16 of Buse et al.) 

Regarding claim 60, the auto-on conductor 10 is electrically isolated from the 
electrodes (fig. 2; col. 4, lines 51-65 of Davies). 

Regarding claim 61 , the test strip comprises a base layer, and the electrodes and 
auto-on conductor comprise electrically conducting material disposed on the base layer 
(figs. 18A-C, 20A-C; col. 31, lines 43-61; col. 34, lines 1-16 of Buse; figs. 2 and col. 4, 
lines 45-65 of Davies). 

Regarding claim 62, the auto-on conductor 10 is disposed on the test strip prior 
to the sample being applied (col. 4, lines 51-65; col. 5, lines 30-41 of Davies et al.) 

Claims 37 and 38 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Castellano in view of Buse et al., Davies et al., and Shartle as applied to claims 33, 
35, and 36 above. Castellano, as modified, fails to teach the meter starting an 
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incubation time period. However, Buse teaches that the sample may be incubated for a 
period of time (col. 52, line 65-col. 53, line 16 of Buse et al.). Therefore, it would have 
been obvious to one of ordinary skill in the art at the time of invention to incubate the 
sample for a time period in the method of Castellano, as modified, in order to increase 
the rate of diffusion, oxidation or reduction of an analyte (col. 52, lines 66-67 of Buse et 
al.) 

Claim 58 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Castellano, in view of Buse, Davies, and Shartle, as applied to claims 33, 35, and 36 
above, and further in view of US Patent No. 5,438,271 to White et al. Castellano, as 
modified, lacks the meter validating the working and counter electrodes. However, 
White et al. teaches a method of measuring glucose in a blood sample wherein the 
meter validates the working 14 and counter 12 electrodes by applying a first validation 
voltage between the working and counter electrodes (col. 3, lines 39-54 and lines 60-67; 
col. 4, lines 24-35; fig. 3 of White). Therefore, it would have been obvious to one of 
ordinary skill in the art at the time of invention to modify the method of Castellano, as 
modified, with the method of White, in order to determine whether a sample strip has 
been inserted properly or improperly, thereby ensuring more accurate results. 

Response to Arguments 

Applicant's arguments with respect to the claims have been considered but are 
moot in view of the new ground(s) of rejection. 
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Allowable Subject Matter 

Claims 34 and 59 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

Claims 25-32 are allowed. 

The allowability of claims 25-32, 34, and 59 was addressed in the previous Office 
action filed 12/15/05. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patricia C. Mallari whose telephone number is (571) 

272- 4729. The examiner can normally be reached on Monday-Friday 10:00 am-6:30 
pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor, II can be reached on (571) 272-4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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